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Health and Family Services

Require the DHFS to develop a list of preferred prescription drugs for MA and
BadgerCare, and require pharmaceutical manufacturers to make supplemental rebates to
the state. [Rachel Carabell and Charlie Morgan at LFB will have drafting instructions on
this provision]
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Legislative Fiscal Bureau
One Eagt Main, Suite 301 o Madison, WI 53703 o (608) 266-3847 » Fax: (608) 267-6873

March 28, 2002

DELIVER TO: Debora Kennedy, LRB

Addressee Fax #: LE_, Uﬁl L{{ Addressee Phone #: 60137

# of Pages, Including Cover: 7

From: Rachel Carabell, Fiscal Analyst
(608) 266-3847 phone
(608) 267-6873 fax

¥or drafiing CN 5525--the preferred drug list and supplemental rebates. Call if you
have questions.
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The P_Irférmaceutical Research ang/Manufacturers of Ameri€a has waged a fierce legal
car}\p'aign against states' efforts to controf drug-price inflation.

Fla. Stat. § 409.91195

LexisNexis(TM) Florida Annotated Statutes
¥+ THIS DOCUMENT 1S CURRENT THROUGH THE 2001 LEGISLATIVE SESSION %x*

TITLE XXX SOCIAL WELFARE
CHAPTER 409 SOCIAL AND ECONOMIC ASSISTANCE

Fla. Stat. § 409.91195 (2001)

409.91195 Medicaid Pharmaceutical and Therapeutics Committee.

There is created a Medicaid Pharmaceutjeal and Therapeufdcs
Committee within the Agency for Healtj¥Care Administration for the

as specified i : 6r-8/and consist of 11 members appointed by the
Governor. Fgur members shall be¢/physicians, licensed upfler chapter 458; one
be pharmacists licenged
under chipter 465; and one phember shall be a cons
membgrs shall be appointed to serve for terms of 2/4ears from the date offtheir

appointment. Members may be appolnted to more/than one term. The Aglency for
Heglith Care Administrajfon shall serve as staff fgr the committee and
with all ministerial duffes. The Governor shall ghsure that at least sorge of the

members of the Medfcaid Pharmaceutical and Therapeutics Committee represent
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ies serving all segfhents and djfersity
of the Meglicaid populatige, and have experi€nce in either de

committee sh uvarterly gfid may meet #€ other t#nes at t
i on of the chairgerson and memAbers. The ghmmittee shgfl complyAith rul
adopfed by the age i i ice of any pfieeting of the committee pursudnt to

the'requirements i ive Procedure Act. P .
odvice Committax establshad in SFC s0b
(4) Upon recommendation of the Medieaid-Pharmaceuticaland Therapentice-
Committae, the agency shall adopt a preferred drug list. To the extent feasible, the
committee shall review all drug classes included in the formulary at least every 12
.months, and may recommend additions to and deletions from the formulary, such
that the formulary provides for medically appropriate drug therapies for Medicaid
patients which achieve cost savings contained in the General Appropriations Act.

(5) Except for mental health-related drugs, antiretroviral drugs, and drugs for
nursing home residents and other institutional residents, reimbursement of drugs not

included In the iormﬁlzg Es subject to prior authorization.
(6) H R } hall publish and disseminate the

preferred drug formulary to all.Medicaid providers in the state.

‘ appropriac
(7) The committee shall ensure that pharmaceutical manufacturers agreeing to
provide a supplemental rebate as outlined in this chapter have an opportunity to
present evidence supporting inclusion of a product on the preferred drug list. Upon
timely notice, the agency shall ensure that any drug that has been approved or had
any of its particular uses approved by the United States Food and Drug
Administration under a priority review classification will be reviewed by the Medicaid
Pharmaceutical and Therapeutics Committee at the next regularly scheduled
meeting. To the extent possible, upon notice by a manufacturer the agency shall also
schedule a product review for any new product at the next regularly scheduled
Medicaid Pharmaceutical and Therapeutics Committee.

(9) The Medicaid Pharmaceutical and Therapeutics Committee shall
develop its preferred drug list recommendations by considering the

clinical efficacy, safe ost-effectiveness of a product)When

prefepred drug fopmulary is adopted by the agency, ia produgt on
th ormular);ié/o{::f the first foupSrand-name drygs used a
re&cipient in a-month the drug s not require prief authorizdtion.

s

(10) The Medicaid Pharmaceutical and Therapeutics Committee may also make
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recommendations to the agency regarding the prior authorization of any prescribed
drug covered by Medicaid.

( il) Medicaid recipients may appeal agency preferred drug formulary decisions
using the Medicaid fair hearing process administered by t Department of Children _&_

and Family Services. EQ&(Q](@ -HFS-\-() inrornn rea\[P\Qﬂ

HISTORY: s. 72, ch, 2000-367; s. 8, ch, 2001-104. %\3 r\'ava—

Fla. Stat. § 409,91196

TITLE XXX SOCIAL WELFARE
CHAPTER 409 SOCIAL AND ECONOMIC ASSISTANCE

Fla. Stat. § 409.91196 (2001)

§ 409.91196 Supplemental rebate agreements; confidentiality of records and
meetings. '

(1) Trade secrets, rebate amount, percent of rebate, manufacturer's pricing, and
supplemental rebates which are contained in records of the Agency for Health Care
Administration and its agents with respect to supplemental rebate negotiations and
which are prepared pursuant to a supplemental rebate agreement under n1 s,

409.91195 are confidential and exempt from s. 119.07 and s. 24(a), Art. I of the
State Constitution.

(2) Those portions of meetings of the Medicaid Pharmaceutical and Therapeutics
Committee at which trade secrets, rebate amount, percent of rebate, manufacturer's
pricing, and supplemental rebates are disclosed for discussion or negotiation of a

supplemental rebate agreement under n1 s. 409.91195 are exempt from s. 286.011
and s. 24(b), Art. 1 of the State Constitution. :

(3) Subsections (1) and (2) are subject to the Open Government Sunset Review Act
of 1995 in accordance with g. 119.15, 'and shall stand repealed on October 2, 2006,
unless reviewed and saved from repeal through reenactment by the Legislature.

HISTORY: ss. 1, 3, ch. 2001-216,

NOTES:

nl Section 409.91195 relates to establishment of 3 preferred drug formulary. Agency authotity to
negotiate supplemental rebate agreements is located in s. 409.912(37)(a)7.

Fla. Stat. § 409.912 (2001) .

409.912 Cost-effective purchasing of health care.

d services for Medicaid regigients in the most cos
medical care. The age|
caplta and ppepald aggregate fifed-sum basis services w

appropriate and oth
ethodologies, Including gdmpetitive bidding pur:
designeg'to facilitate the gfst-effective purchase of #Case-managed contin
also refyulre providers tg'minimize the exposure grecipients to the need ial,

ther institutiong)/Care and the Inappropriat€ or unnecessary use igh-cost service e agency
may establish prior duthorization requiremeiits for certaln populations of Medicaid beneficiarles, certain
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f 7
ssible dangerous drug
€ recommendations to the.agency
( The agency shalpfiform the Pharmaceutical and
Therapeutics Committee of its decisions rega Ing‘drugs subjectAo priar authorization.

-----

drug classes, or particular drugs to prevent fraud, abuse, overuse, and
interactions. The Pharmaceutical and Therapeutics i

1. The practice pattern identification
national and reglonal practice guidellpés, comparing pratitioners to their peer groyds. The agency and its
Drug Utilization Review Board shall €onsult with a papél of practicing health care rofessionals consisting
House of Reprefentatives and the Presidept of the Senate shall.each
under chapter 48 or chapter 459; and theAovernor shall appojnt two
pharmacists licensed under chdpler 465 and ong’dentist licensed under chafter 466 who is an oral
surgeon. Terms of the panej/members shall epbire at the discretion of th appointing officlal. The panel
shall begin its work by Augfist 1, 1999, regafdless of the number of apghintments made by that date. The
afing treatment guidelingg’ and recommending ways to -

he practice pattgfn ldentlfication proyram, practitoners who are prescribing
iclently, as deterfhined by the agency, mayfave their prescribing of certain drugs

incorporate thelr use i
Inappropriately or in

3. The agsficy shall implemepit a pharmacy fraud, wast, and abuse initlative-that may include a surety
bond or lefter of credit requipement for participating phdrmacles, enhanced provider auditing practices,
the use of additional fraud And abuse software, recipl#it management ;'r}éms for beneficiaries
inappropriately using thej/ benefits, and other stepsAhat will eliminate provider and recipient fraud, waste,
and abuse. The initiative shall address enforce efforts to reduce the number and use of counterfeit

'('37') (a) The agengy shall implement a Medicaid prescribed-drug
ogram that incl Jdes the following components:

1. Medicaid prescribed-drug cgiverage for brand-nafme dru'gs for aduit
Medicaid recipi the dispensing of four brand-name
drugs per

medications, copventional antipsychgtic medications, seléctive
serotonin reupfake inhibitors, and gther medications uséd for the
treatment of ferious mental ilinesges, The agency shall also limit the
amount of ¥ prescribed drug disgensed to no more tfan a 34-day
supply. Thé agency shall continlie to provide unlimjfed generic drugs
ive drugs and itemg, and diabetic suppljes. Although a drug
may be/ncluded on the preferred drug formulgry, it would not be
from the four-brand limit. The agency ifay authorize
ions to the brand-pame-drug restriction based upon the
treatment needs of the patients, only when sych exceptions are based
on/prior consultationprovided by the agency or an agency contractor,
but the agency must establish procedures.fo ensure that:
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a. There will be a respopsé to a request for prior consujiation by telephone or. r telecommunicatlo|

b. A 72-hour sy

<.

comm i restriction ls sought by
the . i i a patlent in an
insptutional set!:mg beyond thgrbrand-name-drug respriction, such approval i€ authorized for 12 months

2. Reimbursement to pharmacies for Medicaid prescribed drugs shall be set at the
average wholesale price less 13.25 percent,

treatment plan and drug theraples
program-management services. Th
to manage drug therapies for H
day penod and the top 1, 000

agency may contract wi
edicaid drug beneﬁt ma

4. The agency may limit
negotiations, credentiali
determining the size
credentialing proce:
educational prog

e size of Its pharmacy n
, of s;mular criterla, The

geefraphic areas or statewide.

6. The agency may enter into arrangements that require
manufacturers of generic drugs prescribed to Medicaid recipients to
provide rebates of at least 15.1 percent of the average manufacturer
price for the manufacturer's generic products. These arrangements
shall require that if a generic-drug manufacturer pays federal rebates
for Medicaid-reimbursed drugs at a level below 15.1 percent, the
manufacturer must provide a supplemental rebate to the state in an
amount necessary to achieve a 15,1-percent rebate level,

7. The agency may establish a preferred drug formulary in
accordance with 42 U.S.C, s, 1396r-8, and, pursuant to the
establishment of such formulary, it is authorized to negotiate
supplemental rebates from manufacturers that are in addition to those
required by Title XIX of the Social Security Act and at no less than 10
percent of the average manufacturer price as defined in 42 U.S.C. s.
1936 on the last day of a quarter uniless the federal or supplemental
rebate, or both, equals or exceeds 25 percent. There is no upper limit
on the supplemental rebates the agency may negotiate. The agency
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may determine that specific products, brand-name or generic, are
competitive at lower rebate percentages. Agreement to pay the
minimum supplemental rebate percentage will guarantee a
manufacturer that the Medicaid Pharmaceutical and Therapeutics
Committee will consider a product for inclusion on the preferred drug
formulary. However, a pharmaceutical manufacturer is not
guaranteed placement on the formulary by simply paying the
minimum supplemental rebate. Agency decisions will be made on the
clinical efficacy of a drug and recommendations of the Medicaid
Pharmaceutical and Therapeutics Committee, as well as the price of
competing products minus federal and state rebates. The agency is
authorized to contract with an outside agency or contractor to conduct
negotiations for supplemental rebates. For the purposes of this
scction, the term "supplemental rebates” may include, at the agency's
discretion, cash rebates and other program benefits that offset a
Medicaid expenditure. Such other program benefits may include, but
are not limited to, disease management programs, drug product
donation programs, drug utilization control programs, prescriber and
beneficiary counseling and education, fraud and abuse initiatives, and
other services or administrative investments with guaranteed savings
to the Medicaid program in the same year the rebate reduction is
included in the General Appropriations Act, The agency is authorized to
seek any federal waivers to implement this initiative.

8. The agency shall establish an advisory committee for the purposes of studying
the feasibility of using a restricted drug formulary for nursing home residents and
other instltutionalized adults. The committee shall be comprised of seven members
appointed by the Secretary of Health Care Administration. The committee members
shall include two physicians licensed under chapter 458 or chapter 459; three
pharmacists licensed under chapter 465 and appointed from a list of
recommendations provided by the Florida Long-Term Care Pharmacy Alliance; and
two pharmacists licensed under chapter 465,

(b) The agency shall Implement this subsection to the extent that funds are
appropriated to administer the Medicaid prescribed-drug spending-control program.
The agency may contract all or any part of this program to private organizations,

(c) The agency shall submit a report to the Governor, the President of the Senate,
and the Speaker of the House of Representatives by January 15 of each year. The
report must include, but need not be limited to, the progress made in implementing
Medicaid cost-containment measures and their effect on Medicaid prescribed-drug
expenditures. '




?t‘

" Kennedy, Debora

From: Carabell, Rachel
Sent: . Thursday, March 28, 2002 11:44 AM
To: Kennedy, Debora

Subject: FW: CN 5525-preferred drug list

| probably should have cc'd you on the first email.

Rachel Carabell

Legislative Fiscal Bureau
rachel.carabell@legis.state.wi.us
Phone: 608-266-3847

From; Burnett, Douglas

Sent: Thursday, March 28, 2002 11:38 AM
To: Carabell, Rachel

Subject: RE: CN 5525-preferred drug list

great. i'll look for it. and i don't think we'll be doing t-rx.

From: Carabell, Rachel

Sent:  Thursday, March 28, 2002 11:41 AM
To: Burnett, Douglas o
Subject: CN 5525-preferred drug list

HI Doug,

| am sending you a copy of what | am going to send Debora Kennedy for drafting on CN 5525, the preferred drug
list. It's based on the Florida statutes. Apparently Michigan created its program administratively and there are no

statutory provisions to use. Also, if you don't want to exempt AIDS/HIV and mental health drugs or nursing home
and institutional residents, let either me or Debora know.

Also, food for thought...If you decide to include this provision and the T-Rx legislation, the two are going to have to

be coordinated. | don't think you can have both adopted individually. Let me know if you have any questions.
Thanks.

Rachel Carabell

Legislative Fiscal Bureau
rachel.carabell@legis.state.wi.us
Phone: 608-266-3847
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Kennedy, Debora

From: Carabell, Rachel

Sent: Friday, March 29, 2002 9:48 AM
To: Kennedy, Debora

Ce: Morgan, Charlie

Subject: : CN 5525 preferred drug list
Debora,

| spoke with Charlie about what to include in the definition of institutionalized persons. We decided that individuals living in
ICFs-MR (including the DD Centers) and IMDs {including the state's menta! health institutes) should be included in the
definition and therefore, excluded from prior authorization.

We included these facilities based on a distinction between people living in facilities that provide both medical and long-
term care and those people in facilities that provide long-term residential care, but not necessarily medical care. Nursing
homes, ICFs-MR and IMDs seem to fit that definition, but CBRFs and residential care complexes, for example, didn't
seem to fit that definition. We did not include hospitals since these facilities provide acute care and not long-term care

(plus | don't think they necessarily bill separately for pharmacy-related costs). Let me know if you need anything else.
Thanks.

Rachel Carabell

Legislative Fiscal Bureau
rachel.carabell @legis.state.wi.us
Phone: 608-266-3847
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State of Wiscansin
2001 - 2002 LEGISLATURE LRBb2865/P1
DAK:ﬁ.:...

January 2002 Special Session

5 nore | 3

SCC....... Engel — CN5525, Preferred prescription drugs for MA and Badger
Care

For 2001-03 BUDGET — NoT READY FOR INTRODUCTION
CAUCUS SENATE AMENDMENT ,

TO SENATE SUBSTITUTE AMENDMENT 1,
- TO ASSEMBLY BILL 1

1 At the locations indicated, amend the substtute amendment\a/s follows:

“SECTION 38g. 20.435 (4) (]'c) of the statutes is created to read:
20.435 (4) (jo) Medical assistance; drug manufacturer rebates. All moneys
received from rebate payments by prescription drug manufacturers under s. 49.45

v
(49) (h) and (i) 1., to be used for meeting costs of medical assistance under ss. 49.46,
m@s/
YR, and 49.47.”.

. v
3. Page 38, line 21: delete the material beginning with that line and ending

4
5
6
7
49.465,
9

with page 39, line 103and substitute:
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2001 — 2002 Legislature —o_ - LRBb2865/P1

Jan. 2002 Spec. Sess. DAK:.....
(5]
“SECTION 122§, 49.45 (49) of the statutes is created to read: |
49.45 (49) PRESCRIPTION DRUG PRIOR AUTHORIZATION. (a)\{n this subsection:
1. “Brand namé” has the meaning given in s.ﬁ50.12 (1) (a).
2. “Chronic mental illness” has the meaning given in s. 51.01 (3g).
“Generic name” has the meaning given in s. 450.12 (1) (b).
“HIV infection” has the meaning given in s. 252.01 (Z)T/ .

, ol\
“Institution for mental diseases” has the meaning given in s. 46.%’8 (1m)

oo~ ®

e

6. “Intermediate care facility for the mentally retarded” has the meaning given
in s. 46.278 (1m) (am)\./

7. “Nursing home” has the meaning given in s. 50.01 (8).

8. “Pharmacist” has the meaning given in s. 450.01 (15)?/

9. “Physician” has the meaning given in s. 448.01 (5).

10. “Prescription drug” has the meaning given in s. 450.01 (
_ v R
(b) Except for all of the following, the department may subject prescription

drugs that are prescribed for medical assistance recipients to requirements of prior

authorization:
1. Prescription drugs that are used to treat HIV infection or/\mental illness.
2. Prescription drugs that are prescribed for residents of nursing homes, of
institutions for mental diseases, and of intermediate care facilities for the mentally

retarded.

3. Prescription drugs that are included in a preferred presecription drug list of

the department under par. (f)/
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(¢) The secretary\éhall exercise his or her authority under s. 15.04 (1) (c)%o
create a prescription drug prior authorization committee and shall appoint as
members at least all of the following:

1. Two physicians who are currently in practice.

2. Two pharmacists.

3. One advocate for recipients of medical assistance who has sufficient medical
background, as determined by the department, to evaluate a prescription drug’s
clinical effectiveness.

(d) The prescription drug prior authorization committee appointed under par.
(c){hall do all of the following:

1. Review the department’s prior authorization policies and advise the
department on issues related to prior authorization decisions made concerning
prescription drugs on behalf of medical assistance recipients. In making its review
under this subdivision‘,/the committee shall accept information or commentary from
representatives of the pharmaceutical manufacturing industry.

2. Consider the clinical efficacy safety, and cost effectiveness of prescription
drugs and develop and provide to the department a recommended list of preferred
prescription drugs for which prior authorization requirements would be
inapplicable. In initially developing and subsequently revising this list, the
committee shall do all of the following:

a. Ensure that the manufacturers of prescription drugs that agree to provide

a supplemental rebate, as specified in par. (h) or (i)-\)ﬁave an opportunity to present

~ evidence supporting inclusion of a product on the list.

b. Atleast every 12 months, review all prescription drug classes included in the

department’s list of preferred prescription drugs under par. (f).
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c. From the department’s list of preferred prescription drugs under par.\{f),
recommend additions or deletions that permit cost-saving, medically appropriate
drug therapies for medical assistance recipients.

(e) The department shall do all of the following on behalf of the prescription
drug prior authorization committee:

1. If the department has received timely notice that a drug or any of its uses
has received approval by the federal food and drug administration%nder a priority

review classification, ensure that the drug will be reviewed by the committee at the

committee’s earliest regularly scheduled meeting.

2. If the department has received notice from a drug manufacturer of a new
drug product, schedule, to the extent possible, a product review for the product by
the committee at the committee’s earliest regularly scheduled meeting.

() 1. After considering all of the following, the department shall adopt a
preferred prescription drug list and shall disseminate the list to all éppropriate
providers of medical assistance:

a. The recommendation of the prescription drug prior authorization committee
under par. (d) 2.

b. The clinical efficacy of a prescription drug.

c. The price of competing products minus payment of any rebaxe made under

42 USC 1396r-8 and par. (h) or (i)\./

d. If par. (i) 3j/app1ies.

2. The department shall periodically update the preferred prescription drug
list, based on the department’s consideration of recommendations of the prescription

drug prior authorization committee and shall disseminate the changes to

appropriate providers.
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(g) A medical assistance recipient may contest the decision of the department
to exclude a prescription drug from the preferred prescription drug list under par. (f)
by filing, within 45 days after denial of coverage for a prescription drug that is subject

to prior authorization, a written request for a hearing under s.\627.44 to the division

v
- of hearings and appeals created under s. 15.103 (1). The department shall inform

a medical assistance recipient who is denied coverage for a prescription drug because
the drug is excluded from the preferred prescription drug list of his or her right to
contest the decision.

(h) The department may enter into arrangements with manufacturérs of
prescription drugs with generic names that are prescribed to recipients of medical
assistance that require the manufacturers to provide reb_ates of at least 15.1A¢§mm
of the average manufacturer price for the manufacturer’s prescription drug products
with generic names. Under these arrangements, if a manufacturer of a prescription
drug with a generic name pays a rebate under 42 USC 13§6r—8 at a level below 15.1%
peveet, the manufacturer must provide a supplemental rebate to the department
in an amount that, together with the rcbate paid ﬁnder 42 USC 1396r-8, equals al
least 15.1017;@ Payments of rebates under this\{aragraph shall be made to the
state treasurer for deposit in the appropriation under s.\§0.435 4) Ge).

(i) 1. After adopting a preferred prescription drug list under par. \({'), the
department may negotiate rebates from manufacturers of prescription drugs that
are in addition to those required under 42 USC 1396r-8. The rate for a supplemental

rebate under this subdivision‘/shaﬂ be no less than 107§|pfwms of the average

N
manufacturer price, as defined in 42 USC 1396r-8 (k) (1), on the last day of a
calendar year quarter, unless the rebate required under 42 USC 1396r—8 plus this

%
supplemental rebate equals 25Aﬁgm of the average manufacturer price, except




[V B

10
11
12
13
14
15
16
17
18
19
20
21
22
23

24

- LRBb2865/P1
2001 — 2002 Legislature -6-— 35/
Jan. 2002 Spec. Sess. DAK:.......

that the department may determine that a specific prescription drug, whether under
a brand name or a generic name, is competitive at a lower rebate percentage.
Payments of rebates under this subdivision shall be made to the state treasurer for
deposit in the appropriation under s. 20.435 (4) (jc).

2. The supplemental rebate under subd. 1T€rlay include, at the discretion of the
department, a program benefit that 6ffsets a medical assistance cost, including a
disease management program, a drug product donation program, a drug utilization
conﬁol program, a program of prescriber and bencficiary counseling and education,
or a program to reduce medical assistance fraud and abuse, or may include a cash
rebate. The department may request from the federal secretary of health and human
services a waiver of federal medicaid laws necessary to permit the department of
health and family services to implement this subdivision.

3. If a manufacturer of prescription drugs agrees to pay the minimum
supplemental rebate rate under subd. 1\.,/the department shall consider including a
prescription drug of the manufacturer in the preferred prescription drug list under
par. ().

() Trade secrets, amounts of rebates or supplemental rebates, percentages of
rebate rates, and pricing of prescription drugs by prescription drug manufacturers
that are contained in records of the department or the department’s agent with
respect to a supplemental rebate negotiation or supplemental rebate agreement
under par. (h) or (i) l}éhall be kept confidential and are not public records under
subch. IT of ch. 19.” Those portions of meetings of the prior authorization preséription
drug advisory committee at Which trade secrets, amounts of rebates or supplemental

rebates, percentages of rebate rates, and pricing of prescription drugs by prescription
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v

drug manufacturers shall be kept confidential and are not subject to subch. V of ch.
19.

(k) The secretary shall exercise his or her authority under s. 15.04\(1) () to
create an advisory committee to study the feasibility of using a restricted
prescription drug formulary for residents of nursing homes, institutions for mental
diseases, and intermediate care facilities for the mentally retarded. The secretary
shall appoint as members of the advisory committee at least all of the following:

i Two physicians.

2‘? Five pharmacists, Vkm)%of which are recommended by the Pharmacy Society
of Wisconsin.

(L) The department may enter into a contract with én entity to perform the
duties and exercise the powers of the department under pars. (h) and\é) 1. and 2.

(m) Annually, by January 15', the department shall submit to appropriate
standing committees of the legislature under s. 13.172 (3)\{1nd to the governor a
report on the implementation of the department of the program under this
subsection, including any progress made in implementing cost-containment
measures under medical assistance and /d‘j%eﬁ'ect on expenditures under medical

assistance for prescription drugs.» o

(END)
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DRAFTER’S NOTE LRBb2865/P1dn
FROM THE DAK:,.\.:...
LEGISLATIVE REFERENCE BUREAU

ALA

To Rachel Carabell:

1. Is the purpose under s. 20.435 (4) (ic)\{vhat you want? <

v
2. I'wasn't sure if the definition of “chronic mental illness” (see}51.01 (3g), stats.) or

the definition of “mental illness” (see s. 51.01 (13) (a), stats.) should be used for s¥49.45
(49) (b) 1.; I used the former. :

v
3. I did not refer to AIDS in s. 49.45 (49) (b) 1.; it is a term that is no longer used, since
all of the treatments are for HIV (see ch. 252 in 2001 Wisconsin Act 16).

\
4. Do you know what a “priority review classification” is under s. 49.45 (49) (e)x.? Am
I using the term correctly?

5. I have numerous questions about s. 49.45 (49) (h) to (k) \:{nd the proposed material:

a. The US Code citation in #7. (p. 6 of the proposed material) is incorrect—no 42 USC
1936 exists.

b. In the same #7., I do not understand the statement “There is no upper limit on the
supplemental rebates the agency may negotiate.” and I omitted it. The previous
statement limits the rebate amount. Is it, instead, referring to the number of rebates
the department may negotiate? Has it any use?

c. I’%ot cfuite sure how par\s,’.u(h) works; according to 42 USC 1396r-8 (c) 1) (B) (i) (V),

15.1 is the minimum rebate percentage.

d. I'm confused about similarities (or differences) in pars. (h) and (i): the proposed
material defines “average manufacturer price” under 42 USC 1396r-8 (k) (1) for
purposes of par. (i) but not for the material included in par. (h); are they the same?

e. I created a whole extra committee under par. (k); is this necessary? Is “formulary”

correct in that context? Is the “Pharmacy Society of Wisconsin,? appropriate to
recommend members?

0 Q omdld v Srnest d e <br\> J-Lue o(rm Ve cerdos cnd ot s

) ' st () v
waelinp s pauipliens  peporg A Kennedy (e 3) )
: Managing Attorney
Phone: (608) 266-0137
E-mail: debora.kennedy@legis.state.wi.us

cuu-ua?

v



DRAFTER’S NOTE LRBb2865/P1dn
FROM THE DAK:jld:pg
LEGISLATIVE REFERENCE BUREAU

April 1, 2002

To Rachel Carabell:
1. Is the purpose under s. 20.435 (4) (jc) what you want?

2. I'wasn’t sure if the definition of “chronic mental illness” (see s. 51.01 (3g), stats.) or
the definition of “mental illness” (see s. 51.01 (13) (a), stats.) should be used for s. 49.45
(49) (b) 1.; I used the former.

3. Idid not refer to AIDS in s. 49.45 (49) (b) 1.; it is a term that is no longer used, since
all of the treatments are for HIV (see ch. 252 in 2001 Wisconsin Act 16).

4. Do you know what a “priority review classification” is under s. 49.45 (49) (e) 1.? Am

I using the term correctly?
5. Thave numerous questions about s. 49.45 (49) (h) to (k) and the proposed material:

a. The US Code citation in #7. (p. 6 of the proposed material) is incorrect—no 42 USC
1936 exists.

b. In the same #7., I do not understand the statement “There is no upper limit on the -
supplemental rebates the agency may negotiate.” and I omitted it. The previous
statement limits the rebate amount. Is it, instead, referring to the number of rebates
the department may negotiate? Has it any use?

¢. I'm not quite sure how par. (h) works; according to 42 USC 1396r-8 (c) 1) (B) (i) (V),
15.1% is the minimum rebate percentage.

d. I'm confused about similarities (or differences) in pars. (h) and (i): the proposed
material defines “average manufacturer price” under 42 USC 1396r-8 (k) (1) for
purposes of par. (i) but not for the material included in par. (h); are they the same?

e. I created a whole extra committee under par. (k); is this necessary? Is “formulary”

correct in that context? Is the “Pharmacy Society of Wisconsin” appropriate to
recommend members?

- f. Tomitted the sunset date for the open records and open meetings exemptions under
par. (§); okay?

Debora A. Kennedy

Managing Attorney

Phone: (608) 266-0137

E-mail: debora.kennedy@legis.state.wius
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January 2002 Special Session

SCC.......Engel — CN5525, Preferred prescription drugs for MA and Badger
Care

FOR 2001-03 BUDGET — NoT READY FOR INTRODUCTION
CAUCUS SENATE AMENDMENT ,

TO SENATE SUBSTITUTE AMENDMENT 1,
TO ASSEMBLY BILL 1

1 At the locations indicated, amend the substitute amendment as follows:

_ bl
1. Page 16,1 : after that line insert:/
“SECTION 38r. 20.435(4) (jc) ofxthe statut?s is created to read:

20.435 (4) (jo) Medical

ufacturer rebates. - All moneys
. received f'llmn‘ﬁ}bgte/payments by pi'escription drug mant turers under s. 49.45
- (49) ( (i) 1., to be used for meet,ing costs of medical assim\rﬁa\ss. 49.46,

49.465, 49.468, and 49.47.” j’”’ ””””

e on N

8 2. Page 38, line 21: delet_e the material beginning with that line and ending
9 - with page 39, line 10, and substitute:

10 “SECTION 122b. 49.45 (49) of the statutes is created to read:

. — -



,, o LRBb2865/P1
B 2001 - 2002 Leglslature -2- DAK:jld:pg

Jan. 2002 Spec. Sess.

1 49.45 (49) PRESCRIPTION DRUG PRIOR AUTHORIZATION. (a) In this subsection:
b Utrage mw{)ac,r“wf\. qvuc_a“ Wene WMW %“*‘-‘-‘M PIVS - NTE Y
- B rramR? b hverr TR s—45 (390y-8 (),

¥/’?//QGM‘QMEg - gIvEEin-s-450.12-CB (s

@ . “HIV infection” has the meaning given in s. 252.01 (2).
. “Institution for mental diseases” has the meaning given in s. 46.011 (1m).
@ a 4. “Intermediate care facility for the mentally retarded” has the meaning given
8  ins.46278(m)(am). =
| Q , “Nursing home” has the meaning given in s. 50.01 -(3).
i) . “Pharmacist” has the meaning given in s. 450.01 (15),
= . “Physician” has the meaning given in s. 448.01 (5).

/]%. “Prescription drug” has the meaning given in s. 450.01 (20).

(R

13 @ (b) Except for all of the following, the department may subject prescription

14 drugs that are prescribed bf_or medical assistaﬁce recipients to requirements of prior
15 authorization: Lk | . |
| ‘ » 1. Prescr1pt10n drugs that are used to treat B R e A B tonid _
@ , 111nes "rueﬂ‘ H NSM:F;J;;//&G MAMMIG" Q’sﬁmél & mj .
18 2. Prescription drugs that are prescribed for residents of nursing homes, of
19 1nst1tut10ns for mental dlseases and of mtermedlate care facilities for the mentally |
20 retarded | |
21 3. Prescrlptlon drugs that are 1ncluded ina preferred prescr1pt1on drug list of

22 the department under par. (f).
23 (c) The secretary shall exercise his or her authority under s. 15.04 (1) (¢) to
24 ' create a prescription drug prior authorization committee and shall appoint as

25 members at least all of the following:
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1. Two physicians who are currently in practice.
2. Two pharmacists. |
- 3. One advocate for recipients of medical assistance who has sufficient medical
background, as determined by the department, to evaluate a prescription drug’s
clinical effectiveness.

(d) The prescription drug prior authorization committee appointed under par.
(c) shall do all of the following:

1. Revietv the department’s prior authorization policies and advise the
department on issues related to prior authorization decisions made concerning
prescription drugs on behalf of medical assistance recipients. In making its review
under this subdivision, the committee shall accept information or commentary from
brepresentatives_ of the pharmaceutical manufacturing industry.

2. Consider the clinical efficacy, safety, and cost effectiveness of prescription’

drugs and develop and provide to the department a recommended ¥#s¥f preferred

. prescrlptlon drugé¢ %M{BWMM .

'tlally developing and subsequently revising bbs list, the

committee shall do all of the 0

a. Ensure that the manufacturers of prescription drugs that agree to provide

- a supplemental rebate as specified in par. (h) W have an opportunlty to present

ev1dence supportlng inclusion of a product on the list.
b. At least every 12 months, review all prescription drug classes included in the
department’s list of preferred prescription drugs under par. (f).

¢. From the department’s list of preferred prescription drugs under par. (f),

- recommend additions or deletions that permit cost—saving, medically appropriate

drug therapies for medical assistance recipients.
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(e) The department shall do all of the following on behalf of the pre;cription

. ' A g e WAV
drug prior authorization committee: ,// {":STA &Yj@’b D

1. If the department has recelvgiiﬂt;; ely notice that a drug or any of its uses

has received approval by thefederal food and drug administration under a priority

_ Me&ﬂdﬁﬂsﬁ@a‘mxﬁ/ ensure that the drug will be reviewed by the committee at the

committee’s earliest regularly scheduled meeting.
2. If the department has received notice from a drug manufacturer of a new

drug product, schedule, to the extent possible, a product review for the product by

‘the committee at the committee’s earliest regularly scheduled meeting.

() 1. After considering all of the following, the department shall adopt a

. preferred prescription drug list and shall disseminate the list to all appropriate

providers of medical assistance:
~ a. The recommendation' of the prescription drug prior authorization committee
under par. (d) 2. |

b. Thé clirﬁcal efficacy of a prescription drug.

¢. The price of competmg products minus payment of any rebate made under
42 USC 1396r-8 and par. (h) QWQ 4

d. If par. % applies. UA) '

2. The department shall periodically updaté the preferred prescription drug
list, based oﬁ the department’s ‘cvonsiderétion of recommendations of the prescription
drug prior éuthorizatio'n-» .committee and shall disseminate the changes to
appropﬁate providers.’

(8) A medical assistance recipient may contest the deéision of the department
to exclude a prescription drug from the preferred prescription drug list under par. (f)

by filing, within 45 days after denial of coverage for a prescription drug that is subject
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1 to prior authorization, a written request for a hearing under s. 227.44 to the division

2 of hearings and appeals created under s. 15.103 (1). {The departmentshall in

a med1ca1 assi € Tecipient Who i redtc-ezerage fo ipt Cause

the g is exclude fr e preferred prescription drug list of his or her right to
contest the decision. f e ey

Lfadtlirdrs-toprov de rebate of at least13,19% o1 flre
anufacturer saprescription dEg-productd with
gerBoth, ,%nﬁrﬁfa’éturer@awgm@,dmg

« (A perEriergee paYs-gFebqle-unger 42-U8 SWBr=8zt alstel helowd 5-#%the

SR 5‘€4e)’(JC) TN e

. s i ( 3
16 (1) 1. After adoptlng a preferred . escrlptlon drug hst unde‘tr par (f) the
17 department may negotiate rebates from manyfacturers of prescription drugs that

18 are in additio to those required under 42 USC 139¢r-8. The rate for a supplemental
_ 19 : ~ rebate unde this subdivision shall be no less than 10% of the average manufacturer
' » price- > Hptidod iy l TSI 386 ""’" ¢13, on the last daghof a calendar year quarter,
| 21 | ~ unless tlie rebate requlred under 42 USC 1396r-8 plus th? supplemental rebate | o
22 - equalg/25% of the average manufacturer price, E{cept that th department may |

23 det mine thataspemﬁcprescrlptlon drug, whetherunder f\brand-name-of-e Jenerie”

24 n4me,is competitive at a lower rebate percentagé, Payments of rebates\under this
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4 depaiftment, a program benefit that offsets a medical assistance cost, including a

5 disease management program, a drug product donation program, a drug utiiization
6 control program, a program of prescriber and beneficiary counseling and education,
7 : ora program to reduce medical assistance fraud and abuse, or may include a cash
8 rebate. The department mafy request from the federal sécrefary of health and human
9 services a waiver of' federal medicaid laws necessary to permit the department of %

10 health and family services to implement this subdivision.

1 @ If a manufacturer of prescription drugs agr

13 prescription drug of the manufacturer in the preferred prescription drug list under

16 rebate rates, and pricing of prescription drugs by prescription drug manufacturers
17 - that are contained in records of the department or the department’s agent with
18 respect to a supplemental rebate negotiation or supplemental rebate agreemeht

s ) \/
under par. (h) W’l. s
subch. IT of ch. 1

d are not public records under

"Those portions of meetings of the prior authorization prescription

®® =

- 21 : i ittee at which trade secrets, amounts of rebates or supplemental

22 febates, percenta es of rebate rates, and pricing of prescription drugs by prescription

A et
St tr i,

m hs Kopt com AM&Q i

s domnet wLlbo 43 ULC /89r -2 (b)(a)(”b)w
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/, 1 () The secretary shal ise hi i er s. 15.04 (1) (¢) to .
2 create an advisory committee t0 study the-féasibility of using a restricted

3 prescription drug formulary for resi of nursing homes, institutions for mental -

4 discases, and intermediate cafe facilities for e mentally retarded. The secretary

shall appoint as members of the advisory committe at least all of the following:
1. Tw ysicians.

27 Five pharmacists, 3 of which are recommended by thePharmacy Society of

W1scons1n 5

| @ ‘ ({ ) The department may enter into a contract with an entity to perform the
\/ 10 duties and exercise the powers of the department under pars. (h) s
INSED 7-10 ,
: ) “Annually, by January 15, the department shall submit to appropriate
12 standing committees of the legislature under s. 18.172 (3) and to the governor a

13 @ report on the implementation of the department of the program under this
subsection, including any progress made in implementing cost—containment
o 15‘ measures under medical assistance and its effect on expenditures under medical - -

' @ - assistance for prescription drugs.%

\/ : (END)

INSerY 7-1(
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INSERT 2-11

8. “Preferred prescription drug list” means a list of prescription drugs to which
prior authorization does not apply.

INSERT 6-2

(h) 1. If a manufacturer of a prescription drug pays a rebate under 42 USC
1396r-8, one of the following applies:

a. If the rebate is less than 15.1%, the department may enter into an
arrangement with the manufacturér that requires the manufacturer to provide a
supplemental rebate to the department in an amount that, together with the rebate
paid under 42 USC 1396r-8, equals at least 15.1% ;\fthe average manufacturer price
for the manufacturer’s prescription drug products that are provided to medical
assistance recipients, except that the department may determine that a specific
prescription drug is competitive at a lower rebate percentage.

b. If the rebate is at least 15.1%: the department may enter into an
arrangement with the manufacturer that requires the manufacturer to provide a
supplemental rebate to the department in an amount that, together with the rebate
paid under 42 USC 1396r-8, equals at least 25.1% of the average manufacturer price
for the manufacturer’s prescription drug products that are provided to medical
assistance recipients, except that the department may determine that a specific
prescription drug is competitive at a lower rebate percentage.

2. Payment of rebates under subd. be used to offset expenditures under
s. 20.435 (4) (b), (be), and (v).

INSERT 7-10

\
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(k) The department shall make the preferred prescription drug list under par.

v
J MA—QA ouls,

(f) publicly available.

INSERT 7-16
X

SECTION 1222 49.45 (50) of the statutes is created to read:

(49) (%) )

49.45 (50) RIGHT TO APPEAL PRESCRIPTION DRUG COVERAGE DECISION. The
department shall inform each medical assistance recipient of his or her right/to
contest a decision by the department to exclude a prescription drug from the
preferred prescription drug list under sub. (49) (f), if the decision results in denial of

coverage to the recipient for the prescription drug.”.

1. Page 358, line 15: after that line insert:

) STUDY ON USE OF MEDICAL ASSISTANCE PREFERRED PRESCRIPTION DRUG LIST IN

CERTAIN FACILITIES. By July 1, 2003, the department of health and family services
shall study the feasibility of using a preferred prescription drug list for the
prescription drugs provided to medical assistance recipients who are residents of
nursing homes, institutions for mental diseases, and intermediate care facilities for
the mentally relarded and shall report findings of the study to the legislature in the

manner provided under section 13.172 (3)'{f the statutes, and to the governor.”.




DRAFTER’S NOTE LRBb2865/1dn
FROM THE DAK( g
LEGISLATIVE REFERENCE BUREAU

To Rachel Carabell:

Please review the appropriation accounts specified in s. 49.45 (419) (h) 2.

Debora A. Kennedy

Managing Attorney

Phone: (608) 266-0137

E-mail: debora.kennedy@legis.state.wi.us



DRAFTER’S NOTE LRBb2865/1dn
FROM THE DAK:jld:rs
LEGISLATIVE REFERENCE BUREAU

April 3, 2002

To Rachel Carabell:

Please review the appropriation accounts specified in s. 49.45 (49) (h) 2.

Debora A. Kennedy
Managing Attorney
Phone: (608) 266-0137
E-mail: debora.kennedy@legis.state.wi.us
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January 2002 Special Session

SCC.......Engel — CN5525, Preferred prescription drugs for MA and Badger

Care o
FoR 2001-03 BUDGET — NoT READY FOR INTRODUCTION
CAUCUS SENATE AMENDMENT,
~ TO SENATE SUBSTITUTE AMENDMENT 1,
TO ASSEMBLY BILL 1

At the locations indicated, amend the substitute amendment as follows:

1 Page 38 line 21: delete the mater1al begmnmg with that line and endmg

| Wlth page 39, line 10, and substitute:

| “SECTION 122b. 49.45 (49) of the statutes is created to_read:
-49.45_ (49) PRESCRIPTION DRUG PRIOR AUTHORIZATION. (a) In this subse'ction‘:
1. “Average manufactuzfer price” has the meaning given in 42 USC 1396r-8 (k)
. | | |
2. “HIV infection” has the meaning giiren in s. 252.01 t2).

3. “Institution for mental diseases” has the meaning given in s. 46.011 (1m).
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- 4. “Intermediate care facility for the mentally retarded” has the meaning given
in s. 46.278 (1m) (am). |
5. “Nursing home” has the meaning given in s. 50.01 (3).
6. “Pharmacist” has the meaning given in s. 450.01 (15).
7. “Physician” has the meaning given in s. 448.01 (5).
8

“Preferred prescription drug list” means a list of p rescription drugs to which

prior authorization does not apply.

9. “Prescrlptlon drug” has the meaning given in s. 450 01 (20).
(b) Except for all of the following,)the department ntég rescrlptlon
drugs that are prescribed for medical dbblbtdnce recipients to requirements of prlor
: v

1

authorization:
| 1. Prescrlptlon drugs that are used to treat mental illness, 1nclud1ng anxiety,
depression, or psyChOSIS or to treat HIV infection.
- 2. Prescription drugs that are prescribed for residents of nursing homes, of
institutions for mental diseases, énd of intermediate care facilities for the mentally

retarded.

3. Prescription drugs that are included in a preferred prescription drug list of

~ the department under par. (f).

(c) The secretary shall exercise his or her authority under s. 15.04 (1) (c) to
create a pfescription drug prior ‘authorization committeé and shall appoint as
members at least all of the following:

1. Twoj‘)hysicians who are currently in practice.

2. Two pharmacists.
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3. One advocate for recipients of medical assistance who has sufficient medical
backgroﬁnd, as determined by the department, to evaluate a prescription drug’s
cclinical effectiveness.

(d) The prescriptioh drug prior authorization committee appointed under par.
(c) shall do all of the following:

L Review the department’s prior authorization policies and advise the

department on issues related to prior authorization decisions made concerning

prescription drugs on behalf of medical assistance recipients. In making its review

under this subdivision, the committee shall accept information or commentary from
representatives of the pharmaceutical manufacturing industry.
2. Consider the clinical cfficacy, safety, and cost effectiveness of prescription

drugs and develop and provide to the department a recommended preferred

- prescription drug list. In initially developing and subsequently revising the

prefé;red prescription drﬁg list, the committee shall do all of the following:

a. Enéure that the manufacturers of prescription drugs that agfee to provide
a supplémental rebate, as specified in par. (h), have an opportunity to present
evidence supporting'inclusion of a product on the list.

b. Atleast evéry 12 'I'nonth.s, reviéw all prescription drug classes included in the
:department’s list of preferred preécription drugs under par. (f). |

c. From-the‘depai'tment’s list of preferred prescription dfugs under par. (f),
‘recommend additions or deletions that permit cost—saving, medically appropriate
drug theré.pies for mejdical assistance recipients.

(e) The department shall do all of the following on behalf of the prescription

_ drug prior authorization committee:
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1. If the department has received timely notice that a drug or any of its uses
has received approval by the federal food and drug administration under a priority
new drug application, ensure that the drug will be reviewed by the committee at the
committée’s earliest regularly scheduled meeting.

2. If the department has received notice from a drug manufacturer bf a new

drug product, schedule, to the extent possible, a product review for the product by v

the committee at the committee’s earliest regularly scheduled meeting.

(f) 1. After considering all of the following, the department sk=ll adopt a% Qna,

preferred prescription drug list and shall disseminate the list to all appropriate

5 co(oo)q [« 2 | > (V] V) =t

providers of medical assistance:

11 | ~ a. The recommendation of the prescription drug prior authorization committee
12 _ »under par. d) 2. |
13 _ b. The ciinical efficacy of a prescription drug.

14 : c. The price of competing products minus payment of any rebate made under

15 42 USC 1396r-8 and par. (h).

16 4TI par. (h) 4. applies.
17 - 2. The department shall periodically update the preferred prescrlptlon drug
18 hst based on the department’s consideration of recommendations of the prescription

[A)ﬁﬁl%‘r . drug prior authorization committee and shall disseminate the changes to

‘ appropriate prov1ders

vio HERE J—&
g edical assistance recipient may contest the decision of the department
22 . toexcludea prescription drug from the preferred prescription drug list under par. (f)

23 - by filing, within 45 days after denial of coverage for a prescription drug that is subject
24 to prior authorization, a written request for a hearing under s. 227.44 to the division

25 of hearings and appeals created under s. 15.103 (1).
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(h) 1. If a manufacturer of a prescription drug pays a rebate under 42 USC
1396r-8, one of the following applies: |

a. If the rebate is less than 15.1%, the department may enter into an
arrangement with the manufacturer that requires the manufacturer to provide a
supblemental rebate to the department in an amount that, togethér with the rébate
paid under 42 USC 13961'—8, equals at least 15.1% of the average maﬁufacturer price |
for the manufacturer’s prescription drug producté that are provided to medical
assistance. recipients, except that the departmenf méy determine that a speéiﬁc
prescription drug is competitivé at a lower rebate percentage.

b. If the rebate is at least 15.1%, the department may enter into an
arrangement with the manufacturer that requires the manufacturer to provide a
‘suppleniental rebate to the department in an amount that, togéther with the rebate
péid under 42 USC 1396r-8, equals at least 25.1% of the average manufacturer pricé

for the manufacturef’s pfescription drug products that are provided to medical

- assistance recipients, except that the department may determine that a specific

prescription drug is competitive at a lower rebate percentage.

2. Payment of rebates under subd. 1. shall be used to offset expenditures under

(bv), (0) and (D

- 8. The supplemental rebate under subd. 1. a. or b. may include, at the discretion
of the department, a program benefit that offsets a medicai assista_ﬁce cost, including‘

a disease management program, a drug product donation program, a drug utilization

"~ control program, a program of prescriber and beneficiary counseling and education,

or a program to reduce medical assistance fraud and abuse, or may include a cash

rebate. The department may request from the federal secretary of health and human
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services a waiver of federal medicaid laws necessary to permit the department of
health and family services to implement this subdivision.

- 4. If a manufacturer of prescription drugs agrees to pay the minimum
supplemental rebate rate under subd. 1. a. or b., the department shall consider
including a prescription drug of the manufactnrer in the preferred prescription drug
list under par. (f). | | |

(1) Trade secrets, amounts of rebates or supplemental rebates, percentages of
rebate,rates; end pricing of prescription drugs by prescription drug manufacturers
that are contained in records of the department or the department’s agent with
respect to a supplemental rebate negotiatiqn or supplemental rebate agreement
nnder par. (h)v 1. are not public records under subch. II of ch. 19 and shall be kept-
confidential in accordance with 42 USC 1396r—8 (b) (3) (D). Those portions of

-meetings of the prior authorization prescription drug advisory committee at which

trade secrets, amounts of rebates or supplemental rebates, percentages of rebate

rates, and pricing of prescription drugs by prescription drug manufacturers are not
subject to subch. V of ch. 19 and shall be kept confidential in accordance with 42 USC
1396r-8 (b) (3) (D). |

(j) The department may enter into a contract with an entity to perform the

duties and exercise the powers of the department under pars. (h) 1. a. and b.

@Mnt shall make the preferred prescrlptlon drug hst under/pamg

: , 3. v T .
¢ publicly available. Suwd . Land e UpRaTia kA=

. ®) Annually, by January 15, the department shall submit to appropriate
standing committees of the legislature under s. 13.172 (3) and fo the governor a

report on the implementation of the department of the program under this

subsection, including any progress made in implementing cost-containment
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measures under medical assistance and its effect on expenditures under medical

- assistance for prescription drugs.

SECTION 122c. 49.45 (50) of the statutes is created to read:

49.45 (50) RIGHT TO APPEAL PRESCRIPTION DRUG COVERAGE DECISION. The
department shall inform each medical assistance recipient of his or her right, under
sub. (49) (g), to contest a decision by the department to exclude a prescription drug
from the preferred prescription drug list under sub. (49) (f), if vthe decision results in

denial of coverage to the recipient f'or the prescription drug.”. OV

P
2. Page 358, line 15: after that line insert: Aa

“(5¢) STUDY ON USE OF MEDICAL ASSISTAN
. v '
CERTAIN FACILITIES. By &y 1

FERRED PRESCRIPTION DRUG LIST IN

3, the department of health and famlly services

shall study the _fea_sibility of using a preferred prescription drug list for the

v prescription drugs provided to medical assistance recipients who are residents of |

nursmg homes institutions for mental dlseases, and 1ntermed1ate care fac111t1es for
: the mentally retarded and shall report findings of the study to the leg1slature in the
manner prov1ded under section 13.172 (3) of the statutes, and to the governor.”.

(END)
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January 2002 Special Session

NOW

SCC.......Engel — CN5525, Preferred prescription drugs for MA and Badger
Care

FoRr 2001-03 BUDGET — NOT READY FOR INTRODUCTION
~ CAUCUS SENATE AMENDMENT ,
TO SENATE SUBSTITUTE AMENDMENT 1,

TO ASSEMBLY BILL 1

At the locations indicated, amend the substitute amendment as follows:

» 1. Page 38, line 21: delete the material beginning with that line and ending
with page 39, line 10, and substitute: |
 “SgcTioN 122b. 49.45 (49) of the statutes is created to read:
49.45 (49) PRESCRIPTION DRUG PRIOR AUTHORIZATION. (a) In this subsection:
1. “Average manufacturer price” has the meaning given in 42 USC 1396r-8 (k)
@ |
2. “HIV infection” hés the meaning given in s. 252.01 (2).

- 3. “Institution for mental diseases” has the meaning given in s. 46.011 (1m).
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4. “Intermediate care facility for the mentally retarded” has the meaning given
iri s. 46.278 (1m) (am).

5. “Nursing home” has the meaning given in s. 50.01 (3).

6. “Pharmacist” has the meaning given in s. 450.01 (15).

7. “Physician” has the meaning given in s. 448.01 (5).

8. “Preferred prescription drug list” means ei list of prescription drugs to which
prior authorization does not apply.

9. “Prescription drug” has the meaning given in s. 450.01 (20).

(b) Except for all of the following, begim‘iing July 1, 2008, the department shall
subject 'all prescription drugs that are prescribed for medical assistance recipients
to requiremerits of prior authorization_:

i. Prescription drugs that are used to treat mental illness, including anxiety,
depression, or psychosis, or to treat HIV infection.

2. 'Prescription drugs that are‘préscribed for residents of nursing homes, of
.insfitutions for mentalldiseases, and of intermediate care facilities for the mentally
rctarded. |

3. Prescription drugsv that are included in a preferred prescription drug list of
the dépairtmént under par. (f). |

(c) The secretary shall exercise his or her authority under s. 15.04 (1) (c) to

create a prescription drug prior authorization committee and shall appoint as

" members at least all of the following:

1. Two physicians who are currently in practice.

2. Two pharmacists.
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3. One advocate for recipients of medical assistance who has sufficient medical
background, as determined by the department, to evaluate a prescription drug’s
clinical effectiveness. |

(d) Thé prescription drug prior authorization committee appointed under par.
(c) shall do all of the following: |

1. Review the department’s prior authorization policies and advise the
department on issues relatéd to prior authorization decisions made concerning
prescription drugs on behalf of medical assistance recipients. In making its réview
under this subdivision, the committee shall accept information or commentary from
representatives of the pharmaceutical manufacturing industry. |

2. Consider the clinical efficacy, safety, and cost effectiveness of prescription
drugs and develop and provide to the. department a recommended preferred
prescription drug list. In initially developing and subsequently revising the
preferred prescription drug list, the committee shall do all of the following:

a. Ensure that the manufacturers of prescription drugs that agree to prdvide
a supplemental rebate, as specified in par. (h), have an opportunity to present
evidence Supporting inclusion of a product on the list.

b. At least e&ery 12 months, review all prescription drug classes included in the
department’s list of preferred prescription drugs under pér. (.

¢. From the départment’s list of preferred prescription drugs under par. (f),
recommend additions or deletions that permit cost—saving, mediéally appropriate
drug therapies for medical assistance recipients.

(e) The department shail do all of the following on behalf of the prescription

drug prior authorization committee:
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1. If the department has received timely notice that a drug or any of its uses

has received approval by the federal food and drug administration under a priority

new drug application, ensure that the drug will be reviewed by the committee at the
committee’s earliest regularly scheduled meeting.

2. If the department has received notice from a drng manufacturer of a new
drug product, schedule, to the extent possible, a product review for the product by
the committee at the committee’s earliest regularly scheduled meeting.

| (f’) 1. After considering all of the following, the department may, beginning July
1, 2002, adopt a preferred prescription drug list and shall disseminate the list to all
appropriate providers of medical assistance:

a. The recommendatien of the prescription drug prior authorization committee
under par. (d) 2. | |

b. The clinical efﬁcacy ofa prescrlptlon drug.

c. The price of competing products minus payment of any rebate made under

42 USC 1396r-8 and par. (h).

d. If par. (h) 4. applies. _

2. The department shall periodically update the preferred prescription drug
list, based on the department’s consideration ‘va recommendations of the prescription
drug prior authorization committee and shall disseminate the changes to
apprepri_ate providers.

3. The department shall make the preferred prescription drug list under subd.

1. and the updates under subd. 2. publicly available. ,.,, Cﬂ Haot T4 MW#A&w

(g A medical assistance re01p1ent may contest Y{e decision of the department
~to £/a prescription drugffrom the preferred prescription drug list under par. ()
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to prior authorization, a written request for a hearing under s. 227.44 to the division
of hearings and appeals created under s. 15.103 (1).

(h) 1. If a manufacturer of a prescription drug pays a rebate under 42 USC
1396r-8, one of the following applies:

a. If the rebate is less than 15.1%, the department may enter into an
arrangement with the manufacturer that requires the manufacturer to provide a
supplemental rebate to the department in an amount that, together with the rebate
paid under 42 USC 1396r-8, equals at least 15.1% of the average manufacturer prjce
for the manufacturer’s prescription drug pfoducts that are provided to medical
assistance recipients, eicept that the department may determine that a specific
prescription drug is competitive at a lower rebate percentage.

b. If the rebate is at least 15.1%, the department may enter into an
arrangerhent wifh the manufacturer that requires the manufacturer to provide a
supplemental rebate to the departmént in an amount that, together with the rebate
‘paid under 42 USC 1396r-8, equals at least 25.1% of the average manufacturer price
for the manufacturer’s prescription drug products that are provided to medical
assistance recipients, excépt that the department may determine that a specific
prescription drug is competitive at a lower rebate percentage.

2. Payment of rebates under subd. 1. shall be used to offset expénditures under

 5.20.435 (4) (b), (be), (b), (0), and (p).

3. The supplemental rebate under suf)d. 1. a. or b. may include, at the discretion
of the department, a program benefit that offsets a medical assistance cost, including
a disease management program, a drug prpduct donation program, a drug utilization
control program, a program of prescriber and beneficiary counseling and education,

or a program to reduce medical assistance fraud and abuse, or may include a cash
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rebate. The department may request from the federal secretary of health and human
services a waiver of federal medicaid laws neeessary to permit the department-of
health and family services to implement this subdivision.

4. If a manufacturer of prescription drugs agrees to pay the minimum
supplemental rebate rate under subd. 1. a. or b., the department shall consider
including a prescription drug of the manufacturer in the preferred prescription drug
list under par. (f). | |

(i) Trade secrets, amounts of rebates or supplemental rebates, percentages of
rebate rates, and pricing of prescription drugs by prescription drug manufacturers
that are contained in records of' the department or the department’s agent with
respect to a supplemental rebate negotiatien or supplemental rebate agreement
under par. (h) 1. are not public records under subch. II of ch. 19 and shall be kept
confidential in accor_dance with 42 USC 1396r-8 (b) (3) (D). These portions of
meetings of the prior authorization prescription drug advisory committee at which
trade' secrets, amounts of rebates or supplemental rebates, percentaées of rebate

rates, and pricing of prescription drugs by prescription drug manufacturers are not

- subject to subch. V of ch. 19 and shall be kept confidential in accordance with 42 USC
’ 1396r—8 (b) (3) (D).

(J) The department may enter into a contract with an entity to perform the
duties and exercise the powers of the department under pars. (h) 1l.a.and b.

(k) Annually, by January 15 the department shall submit. to appropriate

o standlng commlttees of the legislature under s. 13.172 (3) and to the governor a

report on the implementation of the department of the program under this

subsection, including any progress made in imple_menting cost—containment
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measures under medical assistance and its effect on expenditures under medical

VTR
assistance for prescription drugs. W au&e\,ow

SECTION 122¢. 49.45 (50) of the statutes is created to read:

from the preferred prescription drug list under sub. (49) (f), if the decision results in

denial of coverage to the recipient for the prescription drug.”. P
| \/C’r(’m:k 15 A elnde A)

2. Page 858, line 15: after that line insert:

“(5¢) STUDY ON USE OF MEDICAL ASSISTANCE PREFERRED PRESCRIPTION DRUG LIST IN
CERTAIN FACILITIES. By January 1, 2008, the department of health and family services
shall study the feasibility of using a preferred prescription drug list for the

‘prescription drugs provided to medical assistance recipients who are residents of

~‘nursing homes, institutions for mental diseases, and intermediate care facilities for

the mentally retarded and shall report findings of the study to the legislature in the

- manner provided under section 13.172 (3) of the statutes, and to the governor.”.

(END)
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January 2002 Special Session

:......Engel — CN5525, Preferred prescription drugs for MA and Badger
Care

FoR 2001-03 BUDGET — NOT READY FOR INTRODUCTION
CAUCUS SENATE AMENDMENT,
TO SENATE SUBSTITUTE AMENDMENT 1,
TO ASSEMBLY BILL 1

At the locations indicated, amend the substitute amendment as follows:

1. Page 38, line 21: delete the material beginning with that line and ending
with page 39, line 10, and substitute:

“SECTION 122b. 49.45 (49) of the statutes is created to read:

49.45 (49) PRESCRIPTION DRUG PRIOR AUTHORIZATION. (a) In this subsectioﬁ:

1. “Average manufacturer price” has the meaning given in 42 USC 1396r-8 (k)
(D). |

2. “HIV infection” has the meaning given in s. 252.01 (2).

3. “Institution for mental diseases” has the meaning given in s. 46.011 (1m).
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4. “Intermediate care facility for the mentally retarded” has the meaning given
in s. 46.278 (1m) (am).

5. “Nursing home” has the meaning given in s. 50.01 (3).

6. “Pharmacist” has the meaning given in s. 450.01 (15).

7. “Physician” has the meaning given in s. 448.01 (5).

8. “Preferred prescription drug list” means a list of prescription drugs to which
prior authorization does not apply.

9. “Prescription drug” has the meaning givén in s. 450.01 (20).

J (b) Except for all of the following, beginning July 1, 2003, the department shall
subject all prescription drugs that are prescribed for medical assistance recipients
to requirements of prior authorization:

1. Prescription drugs that are used to treat mental illness, including anxiety,
depression, or psychosis, or to treat HIV infection.

2. Prescription drugs that are prescribed for residents of nursing homes, of
institutions for mental diseases, and of intermediate care facilities for the mentally
retarded.

3. Prescription drugs that are included in a preferred prescription drug list of
the department under par. (f). .

(¢) The secretary shall exercise his or her authority under s. 15.04 (1) (¢) to
create a prescription drug prior authorization committee and shall appoint as
members at least all of the following:

1. Two physicians who are currently in practice.

2. Two pharmacists.
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3. One advocate for recipients of medical assistance who has sufficient medical
background, as determined by the department, to evaluate a prescription drug’s
clinical effectiveness.

(d) The prescription drug prior authorization committee appointed under par.
(c) shall do all of the following:

1. Review the department’s prior authorization policies and advise the
department on issues related to prior authorization decisions made concerning
prescription drugs on behalf of medical assistance recipients. In making its review
under this subdivision, the committee shall accept information or commentary from
representatives of the pharmaceutical manufacturing industry.

2. Consider the clinical efficacy, safety, and cost effectiveness of prescription
drugs and develop and provide to the department a recommended preferred
prescription drug list. In initially developing and subsequently revising the
preferred prescription drug list, the committee shall do all of the following:

a. Ensure that the manufacturers of prescription drugs that agree to provide
a supplemental rebate, as specified in par. (h), have an opportunity to present
evidence supporting inclusion of a product on the list.

b. At least every 12 months, review all prescription drug classes included in the
department’s list of preferred prescription drugs under par. ().

¢. From the department’s list of preferred prescription drugs under par. (f),
reéommend additions or deletions that permit cost-saving, medically appropriate
drug therapies for medical assistance recipients.

(e) The department shall do all of the following on behalf of the prescription

drug prior authorization committee:

T —
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1. If the department has received timely notice that a drug or any of its uses
has received approval by the federal food and drug administration under a priority
new drug application, ensure that the drug will be reviewed by the committee at the

committee’s earliest regularly scheduled meeting.

2. If the department has received notice from a drug manufacturer of a new

" drug product, schedule, to the extent possible, a product review for the product by

the committee at the committee’s earliest regularly scheduled meeting.

(f) 1. After considering all of the following, the department may, beginning July
1, 2002, adopt a preferred prescription drug list and shall digseminate the list to all
appropriate providers of medical assistance:

a. The recommendation of the prescription drug prior authorization committee
under par. (d) 2.

b. The clinical efficacy of a prescription drug.

¢. The price of competing products minus payment of any rebate made under
42 USC 1396r-8 and par. (h).

d. Tfpar. (h) 4. applies.

9. The department shall periodically update the preferred prescription drug
list, based on the department’s consideration of recommendations of the prescription
drug prior authorization éommittee and shall disseminate the changes to
appropriate providers.

3. The department shall make the preferred prescription drug list under subd.
1. and the updates under subd. 2. publicly available.

(g) A medical assistance i'ecipient may contest the decision of the départment
to deny prior authorization for a prescription drug that is excluded from the

preferred prescription drug list under par. (f) by filing, within 45 days after denial
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of coverage for a prescription drug that is subject to prior authorization, a written
request for a hearing under s. 227.44 to the division of hearings and appeals created
under s. 15.103 ().

(h) 1. If a manufacturer of a prescription drug pays a rebate under 42 USC
1396r-8, one of the following applies:

a. If the rebate is less than 15.1%, the department may enter into an
arrangement with the manufacturer that requires the manufacturer to provide a
supplemental rebate to the department in an amount that, together with the rebate
paid under 42 USC 1396r-8, equals at least 15.1% of the average manufacturer price
for the manufacturer’s prescription drug products that are provided to medical
assistance recipients, except that the department may determine that a specific
prescription drug is competitive at a lower rebate percentage.

b. If the rebate is at least 15.1%, the department may enter into an
arrangement with the manufacturer that requires the manufacturer to provide a
supplemental rebate to the department in an amount that, together with the rebate
paid under 42 USC 1396r-8, equals at least 25.1% of the average manufacturer price
for the manufacturer’s prescription drug products that are provided to medical
assistance recipients, except that the department may determine that a specific
prescription drug is competitive at a lower rebate percentage.

2. Payment of rebates under subd. 1. shall be used to offset expenditures under |
8. 20.435 (4) (b), (be), (bv), (0), and (p).

3. The supplemental rebate under subd. 1. a. or b. may include, at the discretion
of the department, a program benefit that offsets a medical assistance cost, including
a disease management progrém, a drug product donation program, a drug utilization

control program, a program of prescriber and beneficiary counseling and education,
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or a program to reduce medical assistance fraud and abuse, or may include a cash
rebate. The department may request from the federal secretary of health and human
services a waiver of federal medicaid laws necessary to permit the department of
health and family services to implement this subdivision. |

4. If a manufacturer of prescription drugs agrees to pay the minimum
supplementalxrebate rate under subd. 1. a. or b., the department shall consider
including a prescription drug of the manufacturer in the preferred prescription drug
list under par. (f).

(i) Trade secrets, amounts of rebates or supplemenfal rebates, percentages of
rebate rates, and pricing of prescription drugs by prescription drug manufacturers
that are contained in records of the department or the department’s agent with
respect to a supplemental rebate negotiation or supplemental rebate agreement
under par. (h) 1. are not public records under subch. II of ch. 19 and shall be kept
confidential in accordance with 42 USC 1396r-8 (b) (3) (D). Those portions of
meetings of the prior authorization prescription drug advisory committee at which
trade secrets, amounts of rebates or supplcmental rebates, percentages of rebate

rates, and pricing of prescription drugs by prescription drug manufacturers are not

~ subject to subch. V of ch. 19 and shall be kept confidential in accordance with 42 USC

1396r-8 (b) (3) (D).

(G) The department may enter into a contract with an entity to perform the
duties and exercise the powers of the department under pars. (h) 1. a. and b.

(k) Annually, by January 15, the department shall submit to appropriate
standing committees of the legislature under s. 13.172 (3) and to the governor a
report on the implementation of the department of the program under this

subsection, ‘inéluding any progress made in implementing cost—containment
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measures under medical assistance and its effect on expenditures under medical
assistance for prescription drugs.

SECTION 122¢. 49.45 (50) of the statutes is created to read:

49.45 (560) RIGHT Td APPEAL PRESCRIPTION DRUG COVERAGE DECISION. The
department shall inform each medical assistance recipient of his or her right, under
sub. (49) (g), to contest a decision by the department to deny prior authorization for
a prescription drug that}t'is excluded from the preferred prescription drug list under
sub. (49) (f), if the decision results in denial of coverage to the recipient for the
prescription drug.”.

2. Page 358, line 15: after that line insert:

“(5¢) STUDY ON USE OF MEDICAL ASSISTANCE PREFERRED PRESCRIPTION DRUG LIST IN
CERTAIN FACILITIES. By January 1, 2003, the department of health and family services
shall study the ‘feasibility of using a preferred prescription drug list for the
prescription drugs provided to medical assistance recipients who are residents of
nursing homes, institu{:ions for mental diseases, and intermediate care facilities for
the mentally retarded and shall report findings of the study to the legislature in the
manner provided under section 13.172 (3) of the statutes, and to the governor.”.

(END)




